AppSscslior? No, -09/914^9 
Attorney Dock®? NbPG3818USW 

REMARKS / ARGUMENTS 

This amendment responds to the Office Action dated October 30. : 2006. 

Prior to this amendment, Claims 1-3, 6-25, 27, 23, 30 and 31 were -pending, In 
Ms amend meni, Ci«1$ 9' and 10 im?$ been cancelled.,. and new claims 32, 33 and 34 
have been added . Thus, claims 1-3, 8-8, 1 1-2$, 2?, 28, 30-34 are presented for further 
consideration, with Claims 1 , 8. 13. and 31 being amended as . "indicated below. 

Claims 1-3, 6-17. 19-25, 27, 28, 30 and 31 stand rejected as anticipated by 
Wefiedln (confirmed by the vmmhm vim phone on January 29* Id be US 5,883,893 to 
Wetferiin}, and Claim IS stands rspeted as obvious ever Wetterirn in view of Leedom, 

Applicant thanks tne examiner for his careful and thorough consideration of tie 
pmsent claims and the prior art of record. 

This submission amends dafms 1, 8, 13, and 31. Claim 1 now ciaims the pm- 
metered mtum of the doss, distinguishing the claimed subject matter from the metef-irs- 
device (non-pre-metered) devise described in Wstttrlsn. Claim 8 has bmn smwted to 
stale that the covering means Is a sealing flap. Claims 13 and 31 describe the pocket as 
blind cavity having a sole open, end, and like claim 1 contain reference to the pre- 
metered nature of the medicarmf?t®se. 

Applicant mspecfujly asserts that the amended claims .fully comply with 35 USC 
102 and 103, and therefor®: requests reconsideration of the claims, withdrawal, of the 
reactions:, and allowance of each of toe pending claims. 

In the Office Action, the Examiner maintained trie objections in the independent 
claims based on Wetlerlin. The Weheriln reference discloses -two Inhaler apparatus with 
reference to Figures 1 and .2, respectively. The operation of the first inhaler 'apparatus 
shown in Fig, 1 , operates by the user rotating the cuter cylinder 4 on the inner vytMet 6. 
This in turn causes the manoeuvring cnlt 13 of in© Inhaler 12 (e.g.. a TORSO HAL ER 
device) to rotate, through its mounting on the mounting element 24 of the outer cylinder 
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4,10 cause a metered, dose of medicament powder in the inhaler 12 io he presented at 
the -nHaiauon channel of the inhaler 12. See col. 4. lines 23-2? and 32-34. 

The user then telescopes the outer and inner cylinders 4.6- outwardly.. This 
results In a negative pressure forming inside the inhaler apparatus which (!) opens the 
first (inlet) vslve means 1 a of 53 dispersing chamber 20, (ii) maintains a second (outlet) 
valve-means 16 of the dispersing chamber 2:0 in its dosed position, and (Hi) draws; air 
through afr inlets 5 in the outer cylinder 4 which entrains the metered dose in the Inhaler 
12 into tho disparting chamber 20, The first valve means 18. then re-closes so that the 
metered close Is retained in the dispersing chamber 20. See mi 4, l\m$ 34-48 . 

The user then either inhales on the mouthpiece 22 formed by the Inner oyflmfer S 
to open the second valve moans 16 and draw out the metered dose in the dispersing 
chamber for inhalation by the user (first mode of operation or : *FMO"} 0 See col,. 4, lines 
47-50, 

Alternatively, the user telescopes the outer and inner ■cylinders 4, 8 back towards 
one another to produce a positive air pressure in the Inhalation apparatus which 
achieves the -same effect as Inhalation on the mouthpiece 22 (second mods of operation 
or *SMO"), See col 4 : lines 51-63. 

The inhaler apparatus is designed to enable the metered dose to bo released to 
the user at lower inspiratory; effort than If inhaling directly on the inhaler 12 (FMQ j or 
without any Inspiratory effort at alt (SMO}, In which case the user can operate the 
apparatus for a patient 

The operation of the second Inhaler apparatus In Figure 2 Is as follows, Th© user 
rotates the manoeuvring unit 13 to meter a dose of medicament powder to the inhalation 
channel of the inhaler 12, The user then poshes the inhaler 1.2 into the cylinder 8 against 
the bias of the spring 32 and then releases the Inhaler so the spring. 32 returns the 
inhaler 12 to Its rest position, which Is as shown In Fig. 2. The return movement creates 
the negative pressors which draws the metered dose out of the inhaler Into the 
dispersing chamber 20, with the second (outlet) valve means 16 steylng closed. The 
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user then Inhales at the mouthpiece 22 or pushes the inflates- 12 back into the cylinder 6 
to cause release of the metered dose to the user/patient, in similar manner as for Fig. 1 
apparafys. See col 4, lim 64 to cot S. Ins 35, 

Thsrsecond apparatus provides the same advantages as the first apparatus 
described above. 

The claimed invention is not described in the Wetierln reference, Each mam 
claim as amended makes dear that the dosein the 'claimed inhaler is "pm-tm^mff 
which, as mad® clear In our specification at page 4, linss 18-15 means that: the metering 
has taken place during manyfaclum of the Whaler, rather than iri the inhaler in uml 
There is no dear and unambiguous disclosure In Welterlin of a pre-nietered do$e in the 
inhaler apparatus {including the inhaler component Lhereof), 

In in® specific exempts shown m Figures- 1 and 2, th®. inhaler component has a 
bum reservoir of powder from which metering takes place in use of the device. The 
distinction between in-use metering and >*wneienjd" is also made dear in the 
aforementioned passage of our specification, 

in addition, Independent claims 13 and 31 are amended to recite that the 
"poctesf ! has: ike form of a Mndcavity naving a soisiasy opm md The Examiner 
considers the dispersing chamber 20 In W to be the "pocket" The Wstienm dispersing 
chamber 20 has Msajfe top and bottom when vi&wed as shown m Figs 1 and 2. 
which are respectiwly: covered by the first and second vslve means I S, 18, This can 
therefore no longer he considered by the Examlosr to be the "pocket" of main claims 13 
and 31, 

Finally, new claims 32, S3 and 34 are added to specify that the inhaler of the 
main claims Is a unit dose inhaler. This further distinguishes: torn Weiferlln since 
Wetterlin is a myites© Inhaler. 

in light -of this, Wetterlin does not describe each and every limitation as 
required to make out an anticipation refection undar 35 (JSC 102, 
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Claim 18 depends from claim 13, and Is patentable for the seme masons as 
claim 13, Applicant has not raised any issues adeeming the propriety of the 
proposed combination of Leedom and Wetterlim as wa believe that tine amendments to 
the claims amply distinguish the independent dams from: the references of wxjW, 
Applicant: does this without prejudice. We reserve the right to raise any issues 
associated with the patentability of dependent claims In ths future as required . 

For ths above reasons, withdrawal of the refection of claims 1 -3 4 b~S;, 1 1 -25, 27, 
28, 30 and 31, sod' favorable consideration and asubseqermi bofe of allowance of 
each of the pending claims is respectfully requested as appropriate under these 
circumstances, 

CONCLUSION 

All Issues raised by the examiner to date have been addressed. As such, the 
claims are asserted to be in a coadtico for allowance. Applicant requests that a timely 
Notice of ANotamce be Issued In this case. If arty matters exist thai preclude- Issuance of 
a Notice of Allowance, the examiner is requested to contact the Applicant's 
representative at the number indicated below.. 

If necessary, the Commissioner Is hereby authorized in this, concurrent 
future replies, to cha^e any fees or credit any overpayment;, particularly Including any 
fees required under 37 CFR Sections 1.16 and/or 1.17, end any necessary extension of 
time tees, to deposit Account No, 07-1392, 



Dated; JLl!"L''' <■■<">■ 



Respectfully submitted... 
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